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April 14, 2000

Dr. Robert Moore

ECEIVE
Branch Chief (HFS-811)

Dietary Supplements Branch APR 18 2000 D
Food and Drug Administration

200 C Street S.W.
Washington D.C. 20204

Re: FDCA 403(r)(6) Notification

Dear Dr. Moore:

Pursuant to section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act (FDCA), 21 U.S.C.
343(r)(6), and implementing Food and Drug Administration regulation, 21 C.F.R. 101.93 (62
Fed. Reg.49886 (Sept 23, 1997)), Vitamin Shoppe Industries Inc. submits this notification that
statements are included in labeling its dietary supplements, as attached.

Vitamin Shoppe Industries Inc. at 4700 Westside Avenue, North Bergen, New Jersey is the
distributor of the dietary supplements.

The undersigned certifies that the information contained in this notice is complete and
accurate, and that the notifying firm has substantiation that each statement is truthful and not
misieading.

&:siectfully yours,
Tt

Patti Ann Kelly, Ph.D.
Director of Scientific and Regulatory Affairs
Vitamin Shoppe Industries Inc.

LETS5280
975-0162
4700 WESTSIDE AVENUE ® NORTH BERGEN, NEW JERSEY 07047 o TeLEPHONE 201-866-7711 ExT. 3129  FACSIMILE 201-866-4739



Vitamin Shoppe Industries Inc.

Notification of Structure Function Statements

Structure Function Product Cateqory: Joint Support; Joint Health

Product Names VS #
Glucosamine Sulfate 500 mg 3011, 3009
3013
Ultra Glucosamine Sulfate 1000 mg 2136, 2137
‘ ’ 1657
Glucosamine & Chondroitin Sulfate with Calcium 1630

and Soy Isoflavones

Glucosamine & Chondroitin 1632

Sulfate with MSM

Glucosamine & Chondroitin 1534

Sulfate with Quercetin and

Bromelain

Glucosamine & Chondroitin 1486, 1487
1488

Chondroitin Sulfate 1462, 1254

Structure/Function Statements
ingredient: Glucosamine Sulfate

Glucosamine sulfate helps promote healthy joint cartilage.
Glucaosamine suifate maintains healthy joints and joint cartilage.
Glucosamine sulfate supports normal joint function.
Glucosamine sulfate helps promote normal cartilage structure.
Glucosamine sulfate supports normal cartilage structure

and maintains healthy joints.
Glucosamine sulfate plays an important role in

joint cartilage maintenance
Glucosamine sulfate supports joint function and mobility.
Glucosamine sulfate helps maintain flexible and healthy joints.

4114100

Ingredients
Glucosamine Sulfate (2KCl)

Glucosamine Sulfate (2KCI)

Glucosamine Sulfate 2KCI
Chondroitin sulfate A

Soy Isoflavones

Calcium

Glucosamine Sulfate 2KCI
Chondroitin sulfate A

Glucosamine Sulfate 2KCI
Chondroitin sulfate A

Glucosamine Sulfate 2KClI
Chondroitin sulfate A
Chondroitin sulfate A
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Vitamin Shoppe Industries Inc.
Notification of Structure Function Statements

Structure Fun::tinn Product Category: Joint Support; Joint Health (cont.)

Structure/Function Statements

Ingredient: Chondroitin Sulfate
Chondroitin sulfate helps promote healthy joint cartilage.
Chondroitin sulfate maintains healthy joints and joint cartilage.
Chondroitin sulfate supports normal joint function.
Chondroitin sulfate helps promote nommal cartilage structure.
Chondroitin sulfate supports normal cartilage structure

and maintains healthy joints.
Chondroitin sulfate plays an important role in

joint cartilage mainteniance
Chondrotin sulfate supports joint function and mobility.
chondroitin sulfate helps maintain flexible and healthy joints.
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Vitamin Shoppe Industries Inc.
Notification of Structure Function Statements

Structure Function Product Category: Cholesterol Maintenance '

Product Name VS # Ingredients
Fiber Soy-Pro 1454 Soy Protein Isolate

Partially (Enzymatically) Hydrolyzed Guar Gum
Structure/Function Statements
Ingredient: Soy Protein Isolate

Soy Protein maini:...:3 ciwlesterol levels that are already within the normal range.

Ingredient: Partiaily (Enzymatically) Hydrolyzed Guar Gum

Hydrolyzed guar gum maintains cholesterol levels that are already within the normal range.
Hydrolyzed guar gum supports cholesterol levels that are already within the normal range.

Product Name VS # Ingredient
Garlic Standardized, 4000 mcg allicin 1455 Garlic (Allium sativum) (bulb)

Structure/Function Statements
Ingredient: Garlic (Allium sativum) (bulb)

Garlic promotes healthy blood lipids.
Garlic supports cholesterol levels that are already within the normal range.
Garlic supports a healthy cardiovascular system.
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Vitamin Shoppe Industries inc.
Notification of Structure Function Statements

Structure Function Product Category: Night Time Supplements for Occasional Sleeplessness

Product Names vs# Ingredients
Melatonin Tablet 1393 Melatonin
Melatonin Sustained Release 1333

Melatonin Capsule 1335, 1336

Melatonin Lozenge 1334

Structure/Function Statements

Ingredient: Melatonin

Melatonin promotes normal sleep.

Melatonin helps maintain healthy sleep cycles.
Melatonin relieves occasional sleeplessness.
Melatonin supports normal sleep pattems

Product Name VS # Ingredient
Valerian Root 2058,2059 Valerian Root (Valeriana oficinalis )

ingredient: Valerian Root (Valeriana oficinalis)
Structure/Function Statements

Valerian root promotes rest and relaxation
Valerian root promotes restful sleep.
Valerian root supports normal sleep.
Valerain root promotes a sense of calm

Structure Function Product Cateqory: Intestinal and Colon Care

Product Names Vs # Ingredients
Oat Bran 1095, 1096 Oat bran (Avena sativa )(hulls)
Acidophilus With Pectin 1076, 1077 Lactobacillus acidophilus
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Structure Function Product Category: |

Vitamin Shoppe Industries Inc.

Notification of Structure Function Statements

Product Names
Vita-Acidophilus

Mega Acidophilus

Psyllium Husk Fiber with Acidophilus

Fiber Force

Ultimate ‘10’ Probiatic

AM/PM Power Cleanse

Fiber Soy-Pro

4/14/00

1131, 1130

1132, 1233

1190, 1191

1540

1454

Ingredients
Lactobacillus acidophilus
Bifidobacterium bifidum
Bifidobacterium longum

Lactobacillus acidophilus
Psyllium seed (Plantago asiatica )(husk)

Psyllium husk (Plantago asiatica )(husk)
Lactoba w.’us acidophilus

Oat bran (Avena sativa)(hulls)

Rice bran (Oryza sativa )(hulls)
Psyllium {Plantago ovata }(husks)

s filnme (MDyAina mav M aand)
Quy WGt \\Jbe"IU HiaAa Z\oTTwW)

Acidophilus (Lactobacillus acidophilus)

Lactobacillus acidophilus, Bifidobacterium
longum
L. rhamnosus, L.casei, L.plantarum,

L. bulgaricus, Enterococcus faecium,
L.acidophilus, Streptococcus thermopolis.

Cascara Sagrada (Rhamnus purshiana )(bark)
Acidophilus
Psyllium (Plantago asiatica) (seed husks)

Partially (enzymatically) hydrolyzed guar gum



Vitamin Shoppe Industries Inc.
Notification of Structure Function Statements

Structure Function Product Category: Intestinal and Colon Care (cont.)

Product Names VS #
Herbal Lax (Formerly Swiss Herbal) 1598, 1599

Structure/Function Statements
Ingredient: Oat bran

Oat bran supports healthy colon movement
Oat bran maintains normal colon function.
Oat bran supports heaithy regularity.

Oat bran promotes healthy colon movement

Ingredient: Rice bran

Rice bran supports healthy colon movement

Rice bran maintains normal colon function.

Rice bran promotes healthy regularity.
Ingredient: Soy fiber

Soy Fiber promotes healthy colon movement.
Soy Fiber helps maintain a healthy digestive tract.
Soy Fiber supports healthy colon movement.
Ingredient: Psyllium husk

Psyllium seed husks maintain regularity.

Psyllium seed husks support healthy colon movement
Psyllium seed husks maintain colon regularity.

Ingredient: Lactobacillus acidophilus

Lactobacillus acidophilus supports healthy intestinal and colon function.

4/14/00

Ingredients
Senna (Cassia angustifolia )(leaves)
standardized to 3% sennosides
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Vitamin Shoppe Industries Inc.
Notification of Structure Function Statements

Structure Function Product Category: Intestinal and Colon Care (cont.)

Structurs/Function Statements
Ingredients: Lactobacillus bulgaricus
Lactobacillus rhamnosus
Lactobacillus plantarum
Lactobacillus casei
Enteroccoccus faecium
Streptococcus thermophilus
Bifidobacterium bifidum
Bifidobacterium longum

Promotes healthy colon function.
Maintains normal colon function.

Ingredient: Cascara Sagrada

Cascara sagrada promotes nommal regularity.

Cascara sagrada supports healthy colon function.

Cascara sagrada helps maintain regularity.

ingredient: Senna (standardized to 3%
sennosides)

Senna helps maintain regularity

Senna promotes normal regularity.
Senna supports heaithy colon function

4/14/00
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Vitamin Shoppe Industries Inc.
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Structure Function Product Category: Intestinal and Colon Care (cont.)

Structure/Funciion

Ingredient: Partially (Enzymatically) Hydrolyzed Guar Gum

Hydrolyzed guar gum promotes healthy colon movement.
Hydrolyzed guar gum helps maintain a healthy digestive fract.
Hydrolyzed guar gum supports healthy intestinal function.

Structure Function Product Category:

Memory and Brain Support

Product Names
Acetyl-L-Carnitine

Neuromins DHA

Huperzine A with Ginkgo Biloba

VS #

1525, 1526

42680 1361
1 o0V, TS0

1610

1605

ingredienis
Acetyl-l-carnitine

DHA (Docosahexaenoic acid)(algae)

Huperzine A (Huperzia serrata) (moss)

Ginkgo biloba (leaf); standardized to

24% ginkgoflavonglycosides, 6% lactones



Vitamin Shoppe Industries inc.
Notification of Structure Function Statements

Structure Function Product Category: Memory and Brain Support (cont.)
Structure/Function Statements

Ingredient: Acetyl-L-Carnitine

Acetyl-L-Camitine promotes normal brain function and mental alertness.
Acetyl-L-Camitine supports brain function with aging.

Acetyl-L-Camiitne supports normal memory.

Acetyl-L-Camitne promotes heaithy cognitive function.

Acetyl-L-Camitine provides support for mental alertness associated with aging.

Ingredient: Phosphatidylserine

Phosphatidylserine promotes a healthy nervous system.
Phosphatidylserine maintains normal brain function.
Phosphatydilserine supports brain function with aging.
Phosphatydilsenine promotes mental alertness.

Ingredient: DHA {Docosahexaenoic acid)

DHA supports nervous system development and function.
DHA supports brain function with aging.

DHA promotes normal brain function and mental alertness.
DHA maintains mental acuity.

Ingredient: Huperzine A (Huperzia serrata)
Huperzine A supports normal memory.
Huperzine A provides support for memory associated with aging.

Huperzine A provides cognitive support.
Huperzine A promotes healthy cognitive function.
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Vitamin Shoppe Industries Inc.
Notification of Structure Function Statements

Structure Funciion Product Cateqory: Memory and Brain Support (cont.)
Structure/Function Statements

Ingredient: Ginkgo biloba (leaf); standardized to
24% ginkgoflavonglycosides, 6% terpene lactones

Ginkgo biloba supports normal memory and healthy cognitive function.
Ginkgo biloba provides support for memory associated with aging.
Ginkgo biloba provides cognitive support.

Ginkgo biloba helps snhance circulation and memory.

Ginkgo biloba proriotes healthy brain function.

Ginkgo biloba supports mental clarity and memory,

Ginkgo biloba maintains mental acuity.

Ginkgo biloba promotes healthy cognitive function.

Structure Function Product Cateqory: Enerqy Boosters

Product Names VS # Ingredients
Coenzyme Q10 10 mg 1088, 1089 Coenzyme Q10
Coenzyme Q10 30 mg 1090, 1230 Coenzyme Q10
Coenzyme Q10 30 mg Certified Kosher 6021 Coenzyme Q10
1276, 1277 Coenzyme Q10
Coenzyme Q10 100 mg 1260 Coenzyme Q10
Ultra Coenzyme Q10 2134, 2135 Coenzyme Q10

Structure/Function Statements
Ingredient: Coenzyme Q10

Coenzyme Q10 supports metabolic processes that generate
energy yielding metabolites.

Coenzyme Q10 helps maintain heart function.

Coenzyme Q10 helps maintain cardiovascular health.

Coenzyme Q10 promotes the production of energy metabolites.

Coenzyme Q10 supports the body's energy levels.
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Vitamin Shoppe Industries Inc.
Notification of Structure Function Statements

Structure Function Product Category: Energy Boosters (cont.)

Product Name VS # Ingredients
Ginseng Extract 3010, 3012 Panax Ginseng extract standardized to 8%

Ginsenosides
Structure/Function Statements

Ingredient: Panax Ginseng standardized to
8% Ginsenosides

Panax ginseng supports the body's energy levels.

Panax ginseng helps promote the body’s energy levels.
Panax ginseng supports mental and physical performance.
Panax ginseng helps maintain the body’s energy levels.

Structure Function Product Category:Fitness & Strength Training Support, Bodybuilding Support

Product Names VS # Ingredients

NEX-RX 1376, 1377 Magnesium
Chromium (picolinate)
L-Glutamine
L-Carnitine

L-Arginine 1565, 1566 L-Arginine

L-Arginine/L-Ornithine 1103, 1104 L-Arginine and L-Ornithine

L-Glutamine ‘ 1531, 1405 L-Glutamine

L-Glutamine capsules 1529, 1530 L-Glutamine

L-Carnitine 1105, 1106 L-Carnitine

Whey — Enhanced Protein 1434, 1427 Arginine

Branched-Chain Amino Acids
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Vitamin Shoppe Industries Inc.
Notification of Structure Function Statements

Structure Function Product Category:Fitness & Strength Training Support, Bodybuilding Support

Product Names VS # Ingredients
Beast Pak 1001 Magnesium (oxide)

Creatine Monohydrate
Arginine

L-Glutamine

Branched-Chain Amino Acids
Chromium (picolinate)

Creatine Monohhydrate Capsule 1342, 1343 Creatine Monohydrate
Creatine Monohydrate Powder 1352, 1356, Creatine Monohydrate
1357, 1337
Vanadyi Suifate Plus 1338, 1341 Chromium picolinate
Magnesium (oxide)
Amino Complex 1125, 1126 L-Arginine and L-Ornithine HCI
Branch Chain Amino Acid
CITRIMAX with Chromium 21583, 2154 Chromium picolinate
Chromium Picolinate 1130, 1211 Chromium picolinate
Ultra Chromium Picolinate 2139, 2140 _ Chromium picolinate
Chitosan with Chromium 1626 Chromium picolinate

Structure/Function Statements
Ingredient: Magnesium

Magnesium can aid a strength training program.
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Vitamin Shoppe industries Inc.
Notification of Structure Function Statements

Structure Function Product Category:Fitness & Strength Training Support, Bodybuilding Support

Structure/Function Statements
Ingredient: Chromium (Picolinate})

Chromium plays an important role in glucose utilization and can be beneficial
for body composition in highly trained athletes engaged in competitive activities.
Chromium supplementation along with a strength
training program and calorie restricted diet can enhance -

Aan incroaco in loan hoody mass and deproace in hody fof
art increase inicaln QOUy mass and gelrease in DOGYy jal.

Chromium plays an important role in glucose utilization.

Ingredient: L-Glutamine

Nlitnmina ia an aminn acid that hap, es essential under
Guutamine is an anminoe acia that becomes essential under

certain states of stress from intense or endurance exercise.
The body’s requirements for glutamine may be greater

during stress.

Glutamine supplementation may be beneficial for the
e avetarm aftsr intn onse or andirannn nvarcnion
nigHunic Oy-)lUlll QLG HIGHIOU W CHIUUI Qi ivee CAGIVIOG,

Ingredient: L-Carnitine

L-Camitine is involved in the metabolism of fatty acids.

MNamitina mav hals rnrfryrmanon in an athlatin fralf nlnn nranram
L'\/allull”c‘ may IIGI’J )5 JertGimance in an ainietc train iy pgroyraril,

L-Camitine helps mzintain a healthy heart.

Ingredient: L-Arginine/ L-Ornithine
trength training program.
Ingredient: Branched Chain Amino Acids

Branched Chaih Amino Acid supplementation may support
a strength training program.



Vitamin Shoppe Industries Inc.

Notification of Structure Function Statements

Structure Function Product Cateqgory:Fitness & Strength Training:Support, Bodybuilding Support

Structure/Function Statements
Ingredient: Creatine Monohydrate

Creatine supplementation with a strength training
program can be beneficial for body composition.

Product Name VS #

HMB 1458, 1459

Structure/Function Statements
Ingredient: HMB (Calcium B-Hydroxy
B-Methylbutyrate Monohydrate)
HMB promotes fitness through strength
training.
In conjunction with resistance exercise, HMB supports
development of lean body mass.
HMB supplementation with a strength training
program can be beneficial for body composition.

Product Name VS #
Calcium Pyruvate 1506, 1507

Structure/Function Statements
Ingredient: Calciuin Pyruvate

Dihydroxyacetone and pyruvate in conjunction with a
high carbohydrate diet may enhance exercise performance.

4/14/00

Ingredients

HMB (Calcium B-Hydroxy B-Methylbutyrate
Monohydrate)

Ingredient
Calcium Pyruvate
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Vitamin Shoppe Industries Inc.
Notification of Structure Function Statements

Structure Function Product Cateqory:Fitness & Strength Training Support, Bodybuilding Support

Product Name VS # Ingredient
Ginkgo Sport 1572 Ginkgo biloba (leaf) standardized to

24% ginkgoflavonglycosides 6% terpenes

Korean Gingseng (Panax ginseng) (root)

Standardized to 8% ginsenosides
Structure/Function Statements

Ingredient: Panax ginseng standardized to
8% ginsenosides

Panax ginseng supports mental and physical performance.
Panax ginseng helps maintain the body’s energy levels.

Ingredient: Ginkgo biloba (leaf); standardized to
24% ginkgoflavonglycosides, 6% terpene lactones

Ginkgo biloba supports normal circulatory system function.
Ginkgo biloba helps enhance circulation.
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Vitamin Shoppe Industries Inc.
Notification of Structure Function Statements

Product Name : VS # Ingredients :
Yeast Fend 1694 Lactobacillus acidophilus

Garlic (Allium sativum)(buib)
Echinacea (Echinacea purpurea)(herb)

Structure/Function Statements
Ingredient: Lactobacillus acidophilus
Lactobacillus acidophilus may support normal yeast balance.

Ingredient: Garlic (Allium sativum )(bulb)
Garlic may support normal yeast balance.

Ingredient: Echinacea (Echinacea purpurea )(herb)
Echinacea promotes healthy immune system function.
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